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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Kansas City District 
Southwestkeqjon 
11630 West 80 Street 
Lenexa, Kansas 66214-3340 

Telephone: (913) 752-2100 

August 1,2003 

CERTIFIED MAIL 
RETURN RECEIPT REQUESTED 

WARNING LETTER 
Ref. KAN 2003-009 

Mr. Robert S. Kopriva 
Senior VP, President & CEO 
Sara Lee Foods 
10151 Carver Road 
Cincinnati, OH 45242-47 19 
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Dear Mr. Kopriva: 

An investigation of your medicated feed mill, Bil-Mar Foods Division of Sara Lee, located at 
501 Seneca Street, Storm Lake, Iowa conducted by Food and Drug Administration (FDA) 
investigators on April 17, 18, and 22, 2003 found significant deviations from the Current Good c-- -- --- --- Manufacturing Practice (cGMP) regulations for Medicated Feeds [Title 21 Code of Federal 
Regulations, Part 225 (21 CFR 225)]. Such deviations cause feeds being manufactured at this 
facility to be adulterated within the meaning of section 501(a)(2)(B) of the Federal Food, Drug, 
and Cosmetic Act (the Act). 

Our investigation found: 

l that you were unable to verify that your batch production records were checked by a 
responsible individual at the end of the working day in which the product was 
manufactured to determine whether ail required production steps had been 
performed. Furthermore, your batch production records do not reflect that a 
required production step -- pelleting -- was performed. Failure to determine if all 
required production steps were performed is a significant deviation from 21 CFR 
225.102(b)(4). 

. that you stored expired and unlabeled product in the mixing area, a violation of 21 
CFR 225.42(b)(4). 

In addition, we remind you that for feeds requiring a medicated feed mill license for their 
manufacture and marketing, 21 CFR 225.558 requires that at least three representative samples 
be collected and assayed at periodic intervals. Such samples should be collected from the 
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f t ished fo r m  o f th e  fm a l p roduc t. A  samp le  taken  from  a  m ixer, fo r  instance, is n o t 
rep resen ta tive because  it has  n o t b e e n  th rough  al l  o f th e  m a n u fac tu r ing  steps. 

The  above  is n o t in tended as  a n  al l - inc lusive list o f c G M P  violat ions. A s a  m a n u fac turer  o f 
med ica te d  feeds  you  a re  respons ib le  fo r  assur ing  your  overa l l  ope ra tio n  a n d  th e  p roduc ts you  
m a n u fac tu re  a n d  distr ibute a re  in  comp l iance  with th e  A ct a n d  i m p l e m e n tin g  regu la tions . 

Y o u  shou ld  take  p r o m p t ac tio n  to  correct  these  c G M P  violat ions. Fa i lu re  to  e ffec t p r o m p t a n d  
p e r m a n e n t correct ive ac tions  m a y  result  in  regu la tory  a n d /or  admin is trative sanc tions  inc lud ing 
seizure,  in junct ion a n d  n o tice o f oppo r tun i ty fo r  a  hear ing  o n  a  p roposa l  to  w i thdraw approva l  
o f your  Med ica te d  F e e d  M ill L icense unde r  sect ion 512(m)(4) (B) ( i i )  o f th e  A ct,a n d  2 1  CFR 
5 1 5 .22(c)(2) .  This  letter cons titu tes  o fficial n o tif ication unde r  th e  law a n d  p r& ides  you  a n  
oppo r tun i ty to  correct  th e  d e f ic iencies in  your  ope ra tions . 

W e  a lso have  two o the r  issues th a t resul ted from  th e  subject  invest igat ion th a t you  shou ld  
address . Ana ly tical resul ts o f a  samp le  th a t was  col lected dur ing  th is  invest igat ion show th a t 
med ica te d  fe e d  m a n u fac tu red  a t your  facil i ty h a d  m o r e  th a n  th e  a l lowab le  Iim its o f d rug  
subs tance . The  super  p o te n t med ica te d  fe e d  has  b e tween 1 6 4 %  a n d  2 4 4 %  o f th e  labe l  c laim . 
These  resul ts we re  p rov ided  to  your  S to r m  Lake , Io w a  facil i ty in  a  n o tice d a te d  M a y  1 , 2 0 0 3 . 
W e  reques t you  rev iew your  records,  any  invest igat ions a n d  assay resul ts a n d  repor t to  us  
concern ing  th is  issue. 

The  invest igat ion a lso  revea led  th a t your  firm  uses  a  c o m p u ter ized b a tching system  to  m ix th e  
fe e d , a n d  th a t m a n y  o f your  firm ’s records  a re  gene ra te d  a n d  m a inta ined electronical ly.  W e  
take  th is  oppo r tun i ty to  rem ind  you  th a t if you  re ly o n  a  c o m p u ter  system  to  pe r fo r m  a n d  
m o n i to r  m a n u fac tu r ing  steps a n d  keep  records,  you  m u s t m a k e  sure  th a t th e  system  is ac tual ly  
capab le  o f pe r fo rm ing  th e  m a n u fac tu r ing  steps as  wel l  as  col lect ing a n d /or  repor tin g  al l  records  
requ i red  by  th e  med ica te d  fe e d  c G M P  regu la tions . Add i tional ly,  e lectronic records  a re  
regu la te d  by  2  1  CFR 1 1 , a n d  w e  have  enc losed  a  copy  o f those  regu la tions . 

W e  a re  in  receipt  o f a  response  from  your  firm  d a te d  M a y  6 , 2 0 0 3  a n d  s igned  by  M ichael  R . 
W e s tpha l . W e  rev iewed a n d  cons idered  your  firm ’s response  dur ing  p repa ra tio n  o f th is  
Warn ing  L e tte r . 

Y o u  shou ld  n o tify th is  o ffice in  fifte e n  (15)  work ing  days  o f th e  steps you  have  taken  to  
ach ieve  a n d  m a intain comp l iance  with th e  regu la tions . In  your  response , p lease  exp la in  th e  
steps your  firm  has  taken  to  address  th e  super  p o te n t monens in -med ica te d  fe e d  ana ly tical 
results, as  wel l  as  your  intent ions to  address  th e  c o m p u ter- re la ted issues. P lease  send  your  
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response to Ralph J. Gray, Compliance Officer, at the above address. 

Sincerely, 

/%/ Charles W. Sedgwick 
District Director 
Kansas City District Office 

, -, 
cc: Michael R. Westphal 

Executive Director/Grow Out and Procurement 
Bil-Mar Foods Division of Sara Lee 
501 Seneca Street 
Storm Lake, IA 50588 


